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- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
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3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 
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DETAILED ACTION 

Election/Restrictions 

1 . Applicant's election without traverse of Species B, Fig. 10 in the reply filed on 
12/10/2007 is acknowledged. 

Specification 

2. The disclosure is objected to because of the following informalities: 
Specification, line 1 , add - - now US patent No. 6,743,204, - - after "2001 ," and 

before "which is". 

Appropriate correction is required. 1 

3. The title of the Invention Is not descriptive. A new title is required that is clearly 
Indicative of the invention to which the claims are directed. 

The following title is suggested: A METHOD OF MANUFACTURING OF AN 
IMPLANTABLE DRUG INFUSION DEVICE WITH PERISTALIC PUMP HAVING A 
RETRACTABLE ROLLER. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 
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(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

5. Claims 1, 2, 4, 6, 8 and 16-19 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lepp et al. (US 4,142,845). 

As applied to claim 1 , Lepp et al. teach a method of manufacture of an 
implantable drug infusion device comprising the steps of: 

(a) assembling a race (29, Fig. 1) configured to support a pump tube (15, Fig. 3) 
along a path; 

(b) assembling a roller assembly (38, Fig. 3) configured to apply pressure to the 
tube against the race at one or more points along the path, the roller assembly including 
at least one retracting roller (retracting rollers 39, Fig. 3); 

(c) retracting the roller away from the race (Fig. 10, col. 6, lines 34-37); and 

(d) inserting a pump tube (15, Fig. 3) between the retracted roller and the race. 

As applied to claim 2, Lepp et al. teach a method further having the step of 
assembling a drive assembly (col. 4, lines 16-25). 

As applied to claim 4, Lepp et al. teach a method further having the step of 
deretracting the roller by moving the roller towards the race, thereby allowing the roller 
to apply pressure to the tube against the race (Fig. 1 1 ). 

As applied to claim 6, Lepp et al. teach a method wherein the step of assembling 
the roller assembly comprises assembling two or more retracting rollers (39, Fig. 3), 
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each retracting roller configured to apply pressure to the tube against the race, and the 
step of retracting comprises retracting each roller (Fig. 10). 

As applied to claim 8, Lepp et al. teach a method wherein the step of retracting 
the roller away from the race further includes using a tool (disc 45, Fig. 10) to retract the 
roller. 

As applied to claims 16-19, Lepp et al. teach a method wherein the steps of 
assembling the race and the roller assembly include the steps of assembling the race 
and the roller assembly within a pumphead assembly and a housing (col. 4, lines 16- 
25). 

Claim Rejections - 35 USC § 103 

6. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

7. Claims 1, 3, 5 and 7 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Troutner (EP 0 239 255) in view of Lepp. 

As applied to claim 1 , Troutner teaches a method of manufacture of an 
implantable drug infusion device comprising the steps of: 
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(a) assembling a race (212, Fig. 2) configured to support a pump tube (21 1, Fig. 
2) along a path; 

(b) assembling a roller assembly (203, Figs. 2 & 6) configured to apply pressure 
to the tube against the race at one or more points along the path, the roller assembly 
including at least one retracting roller (retracting rollers 604, Fig. 6). 

However, Troutner does not explicitly teach the step of retracting a roller away 
from the race followed by inserting a pump tube between the retracted roller and the 
race. 

Lapp et al. teach a method of manufacturing an implantable drug infusion device 
wherein a roller (39, Fig. 3) of a retractable roller assembly (38) is retracted away from 
the race (29) in order to insert a pump tube (15) between the retracted roller and the 
race (Fig. 10, col. 6, lines 34-37). Therefore, it would have been obvious to one of 
ordinary of skill in the art at the time of invention to have provided the step of retracting 
the retractable roller followed by the insertion of the pump tube to the peristaltic pump of 
Troutner as taught by Lepp because it would have provided a more accessible 
assembly resulting in a more efficient manufacturing process. 

As applied to claim 3, Troutner teaches a method wherein the step of retracting 
the roller away from the race further includes compressing a biasing member (spring 
61 1 , Fig. 6), that biases the roller towards the race. 
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As applied to claim 5, Troutner teaches a method further comprising the steps of: 
deretracting the roller by decompressing the biasing member; and allowing the roller to 
move towards the race so that the biasing member causes the roller to apply pressure 
to the tube (Left-hand roller 604 applying pressure on tube 21 1 , Fig. 6). 

As applied to claim 7, Troutner teaches a method wherein the step of assembling 
the roller assembly comprises assembling three or more retracting rollers (three rollers 
604, Fig. 6), each retracting roller configured to apply pressure to the tube against the 
race, and the step of retracting comprises retracting each roller. 

Note that each of the rollers (604, Fig. 6) is configured and thus capable of 
applying a pressure to the tube against the race and as such each of the rollers that is 
applying pressure to the tube at the time of retracting step is retracted. 

Allowable Subject Matter 

8. Claims 9-15 are objected to as being dependent upon a rejected base claim, but 
would be allowable if rewritten in independent form including all of the limitations of the 
base claim and any intervening claims. 

Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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Any inquiry concerning tliis communication or earlier communications from the 
examiner should be directed to SARANG AFZALI whose telephone number Is (571)272- 
8412. The examiner can normally be reached on 7:00-3:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, David Bryant can be reached on 571-272-4526. The fax phone number for 
the organization where this application or proceeding is assigned Is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status Information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Examiner, Art Unit 3726 
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/David P. Bryant/ 

Supervisory Patent Examiner, Art Unit 3726 



